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HOTEL, GAMBLING HALL AND BOWLm&mNmR J/ii 27 tl;l 107 
LOCATED ON THE BOULDER STRIP l FLAMIkGO & BOULDER HIGHWAY 

Dockets Mgmt Branch (HFA-X5) 
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SUBJECT: 

January 14,200O 

Laser Vari?nce 

Request expeditious handling OS the attached requast as the prevics~s variance expired on 
June 77,1998. 

Ass’t Facility Manager 

5111 Boulder Highway l Las Vegas, NV 89122 l (702) 456-7777 
Toll Free Numbers: Canad& United States 8z Pkxi~a . 

Reservations Administrative Office 
l-800-634-637 1 l-800-897-8696 
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OEPAAATMENT OF HEALTH AN0 HUMAN SER’$ES 

PuBuC HEALTH SERVICE 
FOOD AN0 GRUG AOMINlStRATION 

I APPUCATION FOH A VARIANC; 
..SP,I ,,~,,,‘.1“‘, - 

1. ,,“I# 11, IN ,I.,,,: \,,S”.‘ :I. i+- 
,-- 

OOCXET NUMBER : ., 

94v-0204 

5lJ.J S. Rc-mlifer Hic&gav. Ta.s Vclgnslyeynda f39772 
,+ NAME AND TlrtE OF RESWNSTBLE PERSON 4. TELEPHONE NO. (Irdwh’ wru cwdrk 5. OATE OF SUBMISSION 

: , 
! 
!-J CT 

A LASER OISPUY DEVICE 

0 A PROJECTOR FOR A LASER LIGHT SHOW 

:--. @ 
A US3 UGHT SHOW 

0’ OTHER (.S,rnllV) 

c. c PROJECXRS ARE INTENOEO FOR SALE. LEASE. OA LOAN TO OTHER 

USER L:GilT SHOW PRODUCERS 

.’ d. FROOUCT IS :NTENOEO FOR USE IN A 

ci 
“_ 

..’ - 
PUNE?Ai(l”M OR’CiTHEa OOME PROJECTION $TRU&“& 

Li THEATEa 

2 HOTELMOT~L 6AUROOM CR MEETING aoot.4 ! 

C STORE CISPUYS 

__ c-l TRAOE WOW OR CONVENTiON 

ci OJSCOTHeCUE OR NIGHT ciue 

@ PAVILION 

\e INDOOR AIENA 

‘2 OUTZCCF ARENA 
7 
_ .uusEu!.l 

G OUTOCOR UNENCLOSED AREA 

@ OTHER I.s,~,~~) ATRIUM, ENCLOSED 
3. PFIOOUCT IS INTSNOEO TO SE “SE0 

s AT ONLY ONE [fi\,w’j COCARON 

cj AT A VARIETY OF (,a,,r, LOCATIONS 

- 5 OwEa (S,mvtr, 

USER RAOIATION LEVELS 

F 7t.l FDA 3137 r316i’) 

XX Mosta MAN ts o*rS 

0 &ORE THAN 5 BUT NOT MORE THAN 1S OAYS 

a LESS THAN 5 OAYS 

g. TOUR IS INTENOEO TO FUN FOR 

n MORE THAN 6 MONT,HS 

c 1.6 MONTHS 

G LESS THAN t MONTH 

0 NOT APPLICABLS jwf u fwwt 

c! OTHER I.S/Wh9 

h. FROOUCT UTlCltES THE ‘OLLOWING LASE?l EFFECTS 

a FFONT SCRE-CN PROJECTIONS 

c REAR SCREEN PROJSCTIONS 

c HOLOGRAPHIC CISFLAYS 

n MULTIPLE AEFLSCT:CN/OIF:RACTION E?FBC?S 

iz n”OlENCE SCANNING id/ I,, ,,,‘. l,,,,, ‘, I,‘i,,,.,l,l. 1,,,1’ ,,<‘W\.‘,d,. :,,,~tw,,n.1 id ,,rw\ ) 

B XE’~XCTIONS P%!.4 STATIONARY !,iIP?ORS OR MIFRCRe,D SURFXES 
(Hvw1ll \brnn*.l 

a STATIONARY IRRAOiATlON OF ROTATING MIRROR SALIS. sic 

c SCAtVNlNG IRRAOIA~ION OF ROTATlNG MIRROR BAlLS. ETC. 

n FISER OPTIC PROJECTIONS 

B FOG. SMOKE. OR OTXR SCArERlNG ENHANCEMENT SFFECTS 

c OTHER (.S/rwb) _ _ ____ 

- 
LASER HEOIUM r.-lr. I/r.+. aw., WAVE LENGTHS (nml 

I 
PEAK WWER rlt;an, 

-: 
Argon - Coherent Innovs 

-. er svst-em .; 
i 2-Krypton - Coherent 1 

r 

0.314 urn _ -I 11.4 w 

f-I.647 5.9 w 

I . 
4 I 

IF ANY LASER ?iOlATION 1s PULSED OR SCANNEC. GIVE THE PULSE OURAYION ANO RATE AN0 SCANNING FREOUEXCY AN0 AMFCl?UtE 
I 

:- 

N/A 

-. =%ASON FOR .F!E.li;ESTING VARIANCE .‘ 

j& COMPL!AHCZ .VlTH :H6 LIMITS OF 2, CFR 10.10.1:rcr ‘NOULO XS;7lCT ThE INTENOEO USE OF THE FROCUC. - SfCA”S6 COMPLlANC!i WOULO L!!.Q? :HE c)UT?‘Jf 

/ POWER TO -4 SXTENT THAT THE OESIAEO Er -FSCIS WOULO NOT SE SUFFICIENTLY VISIBLE 

z OTHEROR ::ClTIONAL EXPLANATION rgwrr!, 

s 

L 



-. . ._ < 

:I IN THAT THE ACCESSIBLE EMISSl&LEVEL wollu, EXCEED THE I 

11. MANNER IN WHICH IT IS PROPOSED TO‘bEi/lAi$ FROM T+iE R@jtiikkiE~~~~tidF THE AFiPUCABLE STANDARD 

gq( IT IS PROPOSE0 TO ONlAtE FROht’THE~R&?Si6& &“21 <+$;&.I I(<, 
ACCESSIBLE EMISSION LIMITS SPEdFiED~~‘~i~~~~“i:~~~~~~“.“““‘P ** 

-- _______._.. _-.-- -- - --- --- .--- 
1. . - . ‘. : _ :,:; . ,, ; ,, 

(51 IT IS PROPOSED TO ONlATE FROM THE.Pl+VISiOti f+%‘C+R l&u~;;~(c)&s FOLLOWS: ;- . . . . 
.I . : ._. - -;-.“‘ _. -- - .-__. , ., “~,. *-+..L ,_.. I . I 1,. :~ _.,. ‘, J . . . . . . . 

:, $, ;,,‘;. ., :;::,:. “: ;;;‘.I,-, : 

W.^ .e. _._ :---<_, - . . ,-. -llii%: ,: ___,.__ ,, . .- l”. ,..., . . .;.... i. _ __ _- . _ . 

“...- I.), ,, “_ , *‘,d-” *.,...i-.;,!. ,, ‘. .,. : ,“,, (. ;x .: i, ,‘,‘-i- .. 

12. ADVANTAGES TO BE DERIVE0 FROM SUCH DEVIATlON. 
_. . _ . 

~ 

n LASER UGHT SHOWS AND DISPLAYS ARE ACCEPTED POPULAR MEDIA IN ENTERTAiNLENT kJD THE ARTS:&;;pOWER L&L; ii:, . 
EXCESS OF THE U&ill% ~MwSED-.6Y.~~-~~c‘fFt”id~b.t‘i(ij IS~N’E&sS~R~‘TO $tij,EVE ~E-~EOUlR~O;-F~tjJ& TH~l’i“tiDtA: .’ ” 

a OTHER OR AOOITIONALAOVANTAGES (daaaiiand &bin) 
.I, ,.‘...‘.,_. -., _. ~,, 

.. 
/ 

,, ..I , “_ ,, ,, ;_,. .~.. _,_. j. i *-i: _ . ..I *.‘j ._; x _: 

13. - EXPL&N THE ALTERNATE MEANS OF RAOIATlON’PRO~cTlON~TO~r)‘~~~~~ViOEb.’~~Ci~~ msny boxa6 as apw. tn item 14 “Remarks,” jum any boxes .. 
not Wed. using additional aheeta aa necaessary. Stats any other nmana of motatioa pmmction that will be used.) 

b. 1;41 EFFECTS NOT SPECIFICALLY INDICATED IN THIS VARIANCE APPUCATlOk WI“ NOT BE PERFORMED. NO OTHER EFFECTS Wi‘t BE 
~00E0 UNTIL AN AMENOMENTTO THE OARIANCE HAS BEEN OBTAINED ANO THE REQUIRED REPORTS OR SUPPLEMENTS. As 
APPLICABLE. HAVE SEEN SUsMITTEO. _ 

C. @ SCANNING. PROJECTION. OR REtLECTldN OF USER AN’0 COLLATERAL RAOlATlON (LIGHT SHOW RADIATION) INTO AUOIENCE OR OTHER 
ACCESSIE‘E UNCONTROLLED AREAS WILL NOT 3E PERMITrED EXCEPT FOR OIFFdSE REFi~~~ldti~~RdOlj~ED BY THE’Afh(OSpHiRE, 
AOOEO ATMOSPHERIC SCATTERING MEOIA. ANO TARGET’ SCREENS. 

d. B LASER RADlATlON ‘EVE‘S IN EXCESS OF THE L!.LtiTS OF C’LASS I WlLL NOT BE PERMITTED AT ANY POINT Lg$b TtiAki 3.0 MEiERS.&OVE 
ANY SURFACE UPON WHICH PERSONS &Z-~ER T’H‘A~~OPERATORS. ~EPFORMPRS.‘~R‘~~PCO~~~~ARE P&MI~ED 70 ~T~kdijR 2.5 
METERS BELOW CR iN LATERAL SEPARATION FaOM ANY PCaCE WHESE SUCH PERSONS ARE PERMITTED TO BE. OPERATORS. 
PERFORMERS. AN0 EMPLOYEES WILL N6T BE REQUIRED OR AUOWED TO VIEW RAOlATlON ABOVE THE LIMITS OF CLASS I OR SE 
EXPOSED TO RADIATION ABOVE THE LIdiTS SPECIFIED IN 21 Ci3 1040.11(c). 

I e. E ANY PRODUCTWWlCH RELIES ON SCANNING TO ME3 ACCESS. DPOSURE. OR PROOUCT CVISS UMITS WliL INCORPORATE A SCANNING 

I SAFEGUARO SYSTEM WHICH OIRECTLY S’ENSES SCX&NER MORON AN0 WHICH WILL REACT FAST ENOUGH TO PRECWOE EXCEZolNG 
THE APPUCAB‘E LIMIT. 

I f. E ALL LASER LIGHT SHOWS SHALL SE UNqER TRE’gjRECTANO PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(S). THE 
OPERATOR(S) WILL: 

(1) IMMEOIATELY TERMINATE‘THE EMMISblCjN OF L!GHTSHO’rV RAOIATION IN THE EVENTOF ANY UNSAFE CONOITION: 

(21 SE LOCATES WHERE ALL BEAM PATHS CAN 35 DIRECTLY OSSERVEO AT ALL TIMES; AND 

(3) EE AN EMPLOYEE OF THE VARIANCE ~OLOER WHO WILL SE R~S~ONS~~LE iOR THE TRAINING AND CONOUCT OF T~+E OPERATOR. 

9. E THE MAXIMUM LASER PROJECTOR OUTPUT POWER WILL NOT EXCEED THE LEVEL REQUIRED TO OBTAIN THE INTENOED EFFECCTS. 

h. k THE PROJECTlON SYSTEM (I.E.. THE PROJECTOR ANO ALL OTHER COMPONENTS USED TO PROOUCE THE LlGHTlNG EFFECTS) WILL BE 
SECURELY MOUNTED OR IMMOsI‘fZED To PREVENT UNINTENOEO MOVEMENT OR MISAUGNMENT. BEAM LIMITERS WILL BE PROVIDED 
AS AN INHERENT PART OF THE SYSTEM OESIGN i0 PREVENT OVERFILLING OF SCREENS, SEAM STOPS, TARGET-S, ETC. . _ , -_ . . -.,_-- -t. __ r._CI __-%.. -..-.. ? ~%y--_-..i .i:: --i^- 

i. 
-, >*, m.-.. * ..h i,l( .*“aeara “.-“>>“” ..~/~~.O. 

E LASER PROJECTORS WILL NOT SE OEI;lvi$RED’TO ~NY6tHE$@,,*~ijff@jR AFT AGREEMENT OF~SALE. L&&:~R Lo&j &I&.$ AGO 
UNTIL THE RECIPIENT DEMONSTRATES ThAT THEY HA’& A tiAR(AtiC?E’iN‘EFFECT AT TH‘E-TIME OF OELIVERY iHAT PERMITS THEM TO 
PROOUCE LASER LIGHT SHOWS INCORPdRATII;(G’$iiCti pR?)J!$eToR: ..a 

i. G IN AOOlTldN TO THE REQUIREMENTS OF 21 CFR 1040.10(h), THE MANUFACTURER OF LASER PROJECTORS/SYSTEMS WILL PROVIOETO 
PARTIES WHO PURCliASE: iEASt. OR BOkROw ~~~‘~0ir‘lP~~~T:‘~o~Eo~~TE uS~~~s~~~sfRuCn6~s-,~OR-~‘AFE‘i~STP;i~Iili~~iU AFiO 
OPERATION AN0 WHICH EXPLAIN THE RESPONSiBILITY OF THE RECIPIENT As AN INDEPENDENT LIGHT SHOW MANUFACTURER TO 
SUBMIT THE REOUIREO REPORTS AND AP’PLY FOR ANO OBTAIN A.~/+~RIANCE FROM CDRH.PRIOR TO INTROOUCTION INTO COMMER~CE OF 
ANY LASER LIGHT SHOWS. 

1 
, k. a THE REQUIREMENTS OF 21 CFR 1002.30(a)(7) AND (2) WILL SE ACCOMPLISHED THROUGH THE USE OF WRllTEN PROCEDURES FCR SETUP. 

AUGNMENT, TESTING. AND PERFORMANCE O’i EACH ‘SHOW. THESE iJi+O~EOlji$s WILL ,6E Iti SUFFldfENi DETAIL TO ENSURE d&i. 
PLIANCE WITH 21 CFR 1040.10. THE CONOITIONS OF THIS VARIANCE. AN0 THE CONTROL OF ACCESS TO RADIATION AREAS USING THE 

! . ” 
: 

PROCEDURES OESCRISED IN THE ANSI Zl@.f SiANOAR FOR THE SAFE USE OF LASERS (AMERICAN NATIONAL STANDAROS INS%TUTE. 
140 BROAOWAY. NEW YORK. NY 10018) OR ANY OTHER EQUIVALENT USER CONSENSUS STANOARO AND. WHERE APPLICABLE. STATE OR 
LOCAL REOUIREMENTS. LASER RAOlATlorir ‘AREAS WHICH CAN Cb~T~t’ti dAoiATldN l,&&iS A&GE THE LIMITS spECiFl&~ IN 2: CiR 
1040.11lc~. WILL SE CLEARLY IOENTlFlED dY THE POSTlNG OF ‘NARNING SIGNS AND/OR RE‘sTRICTlNG’ACCEsS’TtiR0uGti PI?&iCAL 

/ MEANS (SUCH AS PRESSURE SWITCHES. PH’OTCCELLS. BARRIERS: GUARob.‘EiC.). TiEsE REo6lREMENTS APPLY TO TEMPORARY AREAS 

/ 

(SUCH AS OURING SET-UP AND ALlGNMEkT PRCCEDURES) AND TO FINAL 0R PERMANENT AREAS. THE VdRlANde HaLDER wl~L RETAIN- 
THE,RECOROS OF THESE PROCEDURES ak0 THE aESULTS OF ALL TESTS As REQUIREJ sy 21 CFR 1002.31. A COPY OF THE VARIANCE 
APPLICATION. THE APPROVAL LETTER. CjRRENT PROCEDURES. AND RECOROS RELATING TO EACH PARTICULAR SHOW WILL 9E WITH- 
THE OPERATOR OR OTHER RESPONSls‘EjlNOlVl~lJ~L AN0 WILL SE MADE AVAILAS‘E FOR INSPECTION SY FOA ANo OTHER AESPONSI. 
BLZAUTHORITIES. 

,. , ,.. i ! 

“ORM FDA 3147 13187) 

I 

-I 



..-.- __-..- ~-- -_ _*L_ -._- _i_._.a.. . . . . ..-~--*.A.L.li.;li+~ -*.;,,:~.;-i.j.L~.l;,~~ -3 :- . . . . , ..“,.. 

BE MAoE AS E&KY As ~OSilelE To ApPROPRlATE FEOERA~ STATE.ANO-LOCAL AlJTHORlflES 
hNOA BASIC OEsCRfPflON OF 

(1) TiiE CENTER FOR OEVldES AN0 RAOlOLdGlCAiH~LTH;OFFICEOf 
20910, PROVIOING THE INITIAL AN0 CLOSlNG OA‘ 
TION, UNLESS ALliASPECTS OF &l&i SHOW HAVE 6l&kEPOR-TED‘iiiNid.~~ ACCI 
NOTICE WILL INCLUOEOETAILED &SCRltiTIO~ OF’tPCH SHOW AN0.A I& 
OETAIL TO CONFlRM COMPLIANCE tilTH THE riEGtJLAnON$ AN0 THIS VARIANCE 

TES FOR FIXED tNSTAl.UTlONS AN0 THE LTINERARY FOR MOBILE SHOWS. IN ADOl- 
&ltir;c NUMSERS Cii&itY REFERENCED. EACH 

ZlNG OF AU EFFECTS TO SE PERFORMEd IN SUFFICIENT 

. [2) THE FEDERAL AVlATlON AOMlNlSTRATtON (FAA) FOR ANY PROJECTIONS INTO OPti AIRSPACE AT ANY TtME (I.E.. l~ClUOlNG SETUP.- 
AUGNMENT. REHEARSALS, PERFO~MANCES:ETC.). IF THE FAA OSJECTS TO ANY LASER EFFECTS, THE OBJECTIONS WILL BE RE- 
SOLVED AN0 ANY CONOITIONS REQUESTED BY FAA WlLL SE ADHERED TO. IF THESE CONOlflONS CAN NOT SE MET-THE OWEC- . 
TIONASLE EFFECTS WILL‘SE OELfifEO FROM THE SHOW. 

2 (3) STATE AN0 LOCAL RADfATtON CONTROL OFFICWAGENCIES FOR AU SHOWS TO BE PERFORMED WKHIN THEIR JURISDICTIONS. AU. 

1 REOUIAEhiENTS OF STAlE AN0 LOCAL LAW WIU SE SATISFIED AN0 AN+ OWECllONS RAISED BY LOCAL AUTHORITIES WlU BE RE- 
“. 2 SOLVED OR THE EFFECTS OELElZ6. (LISTS OF FE%RAL AN0 STATE OFFICES ARE AVAILABLE FROM THE CENTER FOR ONICES AN0 

RADIOLOGICAL HEALTH UPON REQUEST.) 
-. 

-;. REMARKS . 

13 J - Not a m&i%ifatiture+ .of lgser projectors or sys,tems..'Equipments ". 
7 / 
- 

will~not be sold, leased or lent to other users. 

-. 

i .- 
j 
j - 

- 

.̂ ,.,^ 
., ., ,,I, ‘. -_ 

/;( 
,. ..; 

. 

_, /. 

j CERTlFlCATlON 
- 

‘- I CERTIFY that all of the above information and statements are true. compth. and correct to the 8est’of my knowledge and acknowiedge’that my 
variance aoplication may be denied or my vartance may be revoked if this application is found to be false. misleading, Or incorrect in any materlaf ‘Nay. 
1 nave submnted and will submit ah reports reouired by 21 CFR :COZ.tO and lgO2.12 on the laser eOut!Jment and showcsl. I further understand that f 
may be reoutred by regulation or by the Oirectoi, Center for Devices and Radiologrcal Health. to suooly such other information as may be necassar! to 

1 ./ 
L evaluace’and act on this application. 

A8 
15. SIGNATU NAME (Twe or Print) 17. TlTLE 

RoNAD L. VAN DIEST Assistant Facility Mgr 



OF HEALTH AN0 -HUMAN SERVl+ 
PuBuc HEALTH SEh’lCE 

fOO0 AN0 ORUG AOMliilSTRATlOti 

APPLlCAJlON FOR A VARIANCE ‘.“” i”““““d~ : 
FROM 21 CFR 1040.11(c) FOR A 

,.I,. ,,,,,I 140 ,b,d \“W.( -1. fy*.’ =I_- 

LASER LIGZf~;~~i DISPLAY, 
OOCKET NUMBER 

. . x. 94v-0204 

ho liar light show. ptijection systan. or device ma): %IC Liom sompiianCc with II CFR lO4O.ll(s) in design or &SC \\ithout the appro\.;II Of rhil* 

;Ipplication in mzvrdanca with 11 CFR 10 tO,-2. 

lNSfRUC7IONS 

t 
PRODUCT OESC 

I n A LaSER OISPLAY DEVICE 
!.> 

ti A PROJECTOR FOR A LASER LIGHT SHOW 

: -_ ; F USER LIGHT SHOW 

i OTHER (.v+vffv) 

c. c PROJECZRS ARE INTENOED FOR SALE. LEASE. 09 LO+N Tq OTHER 

USE3 LIGHT SHOW PRODUCERS 

: d. PROOUCT IS ;NTENOEO .=CR USE IN A 

0: PUNETARIUM OR OTHER DOME PR$ECTION ST?ECTURE ,; 

G HOTEL;MOTZL BALLROOM OR MEETING ROOM , 

c STOiiE 33UYS 

a TRAOE SWOW OR CONVENTiON .- 

0 OISCOTHMUE OR NIGHT CLUB ;I: 

\ 
c! PAVlLlON 

c INDOOR APENA 
_. .a..at~ 

_-*, ., _ 

‘2 OUTCCCR AiENA 

-., _ ,__. +;“.;.,.‘f”-” 

f 7t.l FOP. 3117 131871 

c OUTOOCR UNENCLOSED AREA 

3 ~r~~~,i.,,,m.,,,) ATRIUM, ENCLOSED 
4. PROOUCT IS INTfNOEO TO SE USE0 

I3 AT ONLY CNE (rir4 LOCATlON 

5 AT A VARIETY OF (,wr, LOCATIONS 

- G OTHG? l.s~trrrrr) 
, 

_(._ -.- .( 

LASER RAOI 

1. PROOUCT IS INTENOED TO SE USEG AT ANY ONE LOCATION 

m MORE THAN 15 OAYS 

0 ifORE THAN 5 EU? NOT MORE THAN’15 DAYS 

Cl LESS THAN 5 OAYS 

g. TOUR IS INTENOEO TO RUN FOR 

n MORE THAN 6 MONTHS 

c 14 MONTHS 

c; LESS THAN 1 MONTH 

G NOT APPLICABLE idtH u 114 

c! OWER (.S/xwW 

n. PROD .CT UTlLlZES THE .=OLLOWING LASER SEFECTS 

a FRONT SCREEN PROJECTIONS 

c REAR SCREEN PRO’PCTONS 

_. .- 

$x STAT,ONARY IRRAi,IATION OF ROTATING MIRROR BALLS. ZC. 

c SCANNING IARACIATION OF ROTATING MIRROR BALLS. ETC. 

n FIEER OPTIC PROJECTlONS 

B FOG. SMOKE. OR OTirEa SCATTERING ENHANCEMENT ‘_fFECX 

c OTHER (.s/rrwr~ _ _ ____ 

- LASER UEOIUM I.,,. ,I,*. Xc. ,w., 
I 

WAVE LENGTHS mm1 ?=A$( POWER I Il’~m~r 

Argon - Coherent Innovs 
-. P?- avm 

! a-Krypton - Coherent 
-1 f7flU? cerjec: laser 

0.514 l&l 11.4 w 

c-l-657 5.9 w 
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fE REQUIREMENTS OF THE APPLICABLE STANDARD. MANNER IN WHICH IT IS PROPOSED TO’OEVIATE FROM t) 

= IT 1.3 P!W’?SED ~TO DEWATE FROti, THE PROVISIONS OF 21 CFR 104a.l~(c, IN THAT THE ACCESSIBLE Ei,S.+dN.uVEL WDUU) E: 
ACCESSIBLE EM1SSlON LIMITS SPECIFIED IN il CPR toiO.lt(c~ 

:..;: 

[3 ITIS PROPOSED To DEVIATE FROM~fHEPRo~ISlON qFZ!,$fR 1oaO.;qc)~~ FOLLOWS: ; 

” _‘_ : _ :,a; _ 1 

-. 3 I- :. -. .“.’ * 
-... 

- ,I”.%- . . . ---- .-__, , .,. ^I _ -r.,Lr _ L ,.: I‘.:. : 
,. ..... ., -- .-......, ̂ .___. . .., ,. : 

, _. . 
1 I.. 

r:.^ xi .- ./ -,. ,., 1. . . . . . . .,. i. _; 
. ‘. ‘. 

_ .-I I ^ 9, 
:.,. ~, . . ,: . I, : ., . ). ‘1.: ;: ’ ,,. ,I : 

,, ,_. ,, ,, ..I . ,‘ ‘. 
:. .’ e 

:. :. 
_, .- . _ _->r . . _ i -:;. 

J 
I_ r..,ll.ir. ,, , ~, 11, :.: 2;:;” ,_;:. .:d Se-‘, -.c-‘ 

,).., : i.I *_,.. t ;r ,,..:, 

‘, 
._, ,- - 

~ ^ i .I .I ;, :-. ‘, 
=. _“__ .,. , 1 * ‘I’ . ,’ ! ,, .I _. ” 

,.. -’ 
.: : -, 

, /, _..I AL-,.. :-- I, .,~,*I. , ..I / %: , 
.‘. 

AOVANTAGES TO BE OERIVEO FROM SUc?-l OEVIATION~ . ._ ._ :’ 
r 

n LASER UGHT SHOWS AN0 0lSPLAYS ARE ACCEPTED POPULAR ME0fA IN ENTERTAINMENT AN0 T& K&+&e & POWiR G&j; 14. ” 

EXCESS OF t31E UMF ~~.pOSEO,.SY,21 CFR lWl.ll(c) IS NECESSARY TO ACHII%ET~#R’EO~JIRED EFFECTS IN THESE MEDIA. 
[f ‘OTHER OR AdOiTlOtiALADViNTAGES (de&ia,,,jarrpl*n) “. ’ ‘-’ -“. -. - ,y: .-” / 

11: 

i 
” .. I 

,:_ ,, , . .,“, __ j ,3.-d” > “~*‘:- . 

13. - EXPWW THE ALTERNATE MEANS OF RAOiATION PROTECTION TO SE PROVIOED. (Chadt = many boxscr as apdy. In Item 14 “Rsmarks.“iusdfy any boxes .. 
not ctr)cksd. using addfdonal sham as necasssary. Smm any other means of tadiaxian pmtaction that -41 be used.) 

:-*. y; I. : :*,r ‘. 
a. @. AU LASER PRODUCTS, SYSTEMb, StiOWS, AND PROJECTORS WILL BE CE!?i7FIED‘ TO COM+L+ Wi6.27 CFR 1040 10 ANO THE CONOI- 

TIONS OF THIS Wd%ANCg %b WILL BE REPO~~E~‘A~~F~EOUIRED BY 21 CFR ‘idd2.7b AkO 100212 USING THE RE);ORTlNG GUIDES PRO- 
VIDEO FOR SUCH i”&POSE. THESt ACTIONS WILL BE ACCOMPLISHED PRIOR TO. ANY INTROOUCTION INTO COMMERCE. 

b. &%! EFFECTS NOT SPECIFICALLY INDICATED IN THIS VARIANCE APPUCATIO‘N WILL NOT BE PERFORMED NO OTHER EFFECTS WILL BE 
AOOED UNTIL AN AMENDMENTTO THEVARlANCE HAS BEEN OBTAINED AN0 THE REQUIRED REPOR;S OR SUPPLEMENTS. AS 
APPUCASLE. HAVE BEEN SUBMITTED. _ 

c. @ SCANNING. PROJECTION. OR REFLECTION OF USc’R ANO COLLATERAL RAOIATION (LIGHT SHOW ?ADIA~ION) INTO AUDIENCE OR OTHER 
ACCESSIBLE UNCONTROLLED AREAS WILL NOT 3E PERMIlTED EXCEPT FOR OIFFUSE REFLECTIONS PROOuCED BY THE ATMOSPHERE, 
ADDED ATMOSPHERIC SCAlTERING MEDIA, AN0 TARGET SCREENS. 

d. Et LASER RAOIATION LEVELS IN EXCESS OF THE L!YlTS OF CL%jS I WILL NOT BE PE,RMlTTED AT ANY POINT LESS THAN 30 MEiERS ABOVE 
ANY SURFACZ UPON WklCH PERSONS OTHER THAN OPERATORS, PERFORMERS. OR EMPLOYESS AR& PERMITTEO TO S+ANO OR 25 

.., .- -,- METERS,BELOw OR IN LATERALSEPARATION FROM ANY PUCE WHERE SUCH PERSC~ ..; Ak,“,-,.w*..v- fU Lr *-c., ““““‘--:~~ QPEAAJ-CjRS. 

PERFORMERS. AND EMPLOYEES WlLL NOT Eii REQUIRED OR ALLOWED TO VIEW RAOIATION ABOVE Tpi’” LlMIT.+OF CLASS I OR BE 
EXPOSED TO RAOfATlON ABOVE THE LIMITS SPECIFIED IN 21 CFR 1040.17(c). 

8. ‘%! ANY PRODUCT WHICH RELIES ON SCANNING TO MEZf ACCESS. EXPOSURE. OR PROOUCT CLASS LIMITS WILL INCORPORATE A SCANNING 
SAFEGUARO SYSTEM WHICH DIRECTLY SENSES SCANNER MOTlON AND WHICH WILL REACT FAST ENOUGH TO PRECLUOE EXCEEDING 
THE APPUCABLE LIMIT. ‘4 

I 
‘.?--4 .---?---- _.~~ $7 

-. . z ‘~i+JU.i.ASe&R l,iCilr%+Z~i.L BE UNDER TdE DIR&CT AN0 pE2xm%**t :- 
OPEAATOR(S1 WiLL: 

__ ,F?.~‘*.!f”. GQMPE~:T’;NT OPERATOR(S). THE 

(1) IMMEDIATELY TERMINATE THE EMMISSION OF i!GHT SHC’rV RAOIATION tN THE EVENT OF ANY UNSAFE CONOlTlON: 

(2) BE LOCATED WHERE ALL BEAM PATHS CAN 3: DIRECTLY OBSERVED AT ALL TIMES; AND 

(3) BE AN EMPLOYEE OF THE VARIANCE HOLDER WHO WILL 3E RESPONSIELC FOR THE TRAINING ANO CONDUCT OF THE OPERATOR. 

9. fi THE MAXIMUM LASER PROJECTOR OUTPUT POWER WILL NOT EXCEED THE LEVEL REQUIRED TO OBTAIN THE INTENOEO SFFECTS. 

h. k THE PROJECTION SYSTEM (I.E.. THE P’ROJECTOR ANO ALL OTHER &,~PONENTS USED TO PROOUCE THE LIGHTING EFFECTS) WILL BE 
SECURELY MOUNTED OR IMMOBILIZE0 TO PREVENT UNINTENOED MOVEMENT OR MISALIGNMENT. BEAM LIMITERS WILL BE PROVIDED 
AS AN INHERENT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILLING OF SCREENS, BEAM STOPS, TARGEiS, ETC. 

i. E LASER PAOJgC~Of!.S _WILL’NbT BE OELIVERED ‘TO ANY ~l%&il PAR& IjNoER AN”x(;REEMBNT OF SALE LEASE OR LOAN UtiL&s ANti’-‘- 
UNEL THE RECIPIENT OEMONSTAATE~ *HAT T!iM HAVE A VARIANCE IN EFFECT ATTHETIME OF DELIVERY T&AT PERMITS THE?4 TO 
PRODUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECTOR. 

I- G IN ADDITION TO THE REQUIREMENTS OF 21 CFR 1040.10(h), THE !~(ANUFACTURER OF LASER PROJECTORS~SYSTEMS WILL PROVIDE TO 
PARTIES WHO PURCHASE. LEASE. OR BORROW ;irE EQUIPMENT. ADEQUATE USER’s I~sTRuC7lo~s FOR SAFE INSTALLATION AND 
OPERATION AND WHICH EXPLAIN THE RESPONSi3lLlTY OF THE RECIPIENT As AN INDEPENDENT LIGHT SHOW MANUFACTURER 70 
SUBMIT THE REQUIRED REPORTS AN0 APPLY FOR AN0 OBTAIN A VARIANCE FROM CORH PRIOR TO INTROOUCTION INTO COMMERCE OF 
ANY LASER LIGHT SHOWS. 

k- a THE REQu1REMENTS OF 21 CFR 1002.30@)(l) AN0 (2) WILL BE ACCOMPLlSHEO THROUGH THE USE OF WRITIZN PROCEDURES FOR SETUP. 
AJJGNMENT. TESTlNG. AND PERFORMANCE OF MCH SHOW. THESE PROCEOLRES WILL BE IN SUFFICIENT OEThlL TO ENSURE COM- 
PLIANCE ‘f’J1l-H 21 CFR 1040.10, THE COtiOlTlONS OF THIS VARIANCE. ANO THE CONTROL OF ACCESS TO RAOIATION AREAS USING THE 
PROCEDURES DESCRIBED IN THE ANSI 2136.1 STANOARO FOR THE SAFE USE OF LASERS’(AM&ICAN NATIONALSTANOAROS INSTITUTE. 
la30 BROAOWAY. NEW YORK. NY raat8) OR ANY OTHER EOU~VALENT usm C~NSENBUS STANDARD ANO. WHERE APPLICABLS. STATE OR 
LOCAL REQUIRE.MENTS. LASER RAOIATION AREAS WHICH CAN CONTAIN RAOlATlON LEVELS ABOVE THE LIMITS SFECIF~EO IN 27 CFR 
‘040.17k3. WILL BE CLEARLY IOENTlFlEO BY THE .?OSTING OF ‘WARNING SIGNS ANOIOR RESTRICTING ACCESS THROUGH PHYSICAL 
MEANS (SUCH AS PRESSURE SWITCHES: PHOTOCELLS. BARRIERS. GUARDS. -- CIC.). THESE REQUIREMENTS APPLY TO TEMWRki?Y i\R&S”’ 
iSUCH AS DURING SET-UP AN0 ALIGNMENT PRCCEOURES) AN~ TO FINAL OR PERMANENT AREAS. THE VARIANCE HOLoER WIL’ RETAIN 
THE RECORDS OF THESE PROCEDURES AND THE ,RESllLTS 0~ ALL TESTS AS REQIJIREC my 21. CFR mo2.31. A COPY 0~ THE~A&NCE 
APPLICATION. THE APPROVAL LETTER. &!RRENT PRoCEOURES. AND REcORQS RELATING TO EACH PARTICULAR SHOW WILL BE WITH 
THE 0P%AT0R 0R 0mER RESPONSIBLk INOlVlOUAL AND WILL BE MAOE AVAILABLE FOR INSPECTrON BY FDA ANO OTHER RESPONSI- 
BLE AUTHORITIES. 

FORM FOA 3147 (3871 



(1) THE CENTER FOR’ljtii&s AN0’d~&$j+i&l: H’l 
20910. PROVIOING THE INITIAL AtiO CLOSIP -- _. 
TION. UNLESS AU-ASPECTS OF tiCti SHOW H&W= asd-‘~ 
NOTICE WlU INCWOE DETAILED ‘OESCRIPTION - - ._. _ _ _ 
DETAIL To CONFIRM COMPUANCB wm THE REGULATIONS ANO tiZYAR1A; 

B 
I,‘::! .’ 

(2) THE FEOERAL AVIATION AOMINISTRATIO~ (F-An) FOR &NY PRoJECTlONS INTO dFi~~~*;klk~P~c~AT~~Yitit(E (I.& l~~LlJ&NG~SET.UP: 
ALIENME 

13 
NT, REHEARSALS, PERFdRFjlANCES, ETC.). IF THE FAA OSJECTS TO ANY LASER EFFECTS. THE OBJECTIONS WILL BE RE. 

SOLVED AN0 ANY CONOITIONS REQUESTED BY FAA WILL SE AOH&IEO TO. IF ThE$f CONO~TIONS CAN’NOT SE MET, THE OSJEC- 
TIONABLE EFFECTS WIU SE DELkl?ZO’+ROti THE SHOW. 

_ 
. 

(3) STATE AN0 LOCAL RADIATION COkTROLOFFlCEWAGENClES FOR AU SHOWS TO BE PERFORMED WITHIN THEIR JURISDICTIONS. AU 
REOUIREMENTS OF STATE AN0 L&AL LAW WILL BE SATlSFlED AN0 AN+ OSJECTIONS RAISED BY LOCAL AUTHORlllES WILL BE AE- 
SOLVE0 OR THE EFFECTS otz7$0. (~fsts 0P FEDERAL AN”~ $TA* &FP~c’&ZQ%%b4~&~& &&I THE CENTER’$~R omxs AN0 
RADIOLOGICAL HEALTH UPON REtlUEST.) 

I 

1 
;-;. REMARKS 

13 J - 
r7: 

Nbt a m%Ufai=turer .of- laser projectors or"sys,tems. :Equipments .. 
will not be sold', leased or lent to dth&'..&ers. ' . i 

: 

- 
: 
j - 

,..’ < 
. . : 

_.,., 1. ., ‘,. 
- 

_ ‘. 

! 

CERTIFICATION 
,” 

-- 1 CERTIFY that all of the above information and statements are true. complete, ana CorreC; to the best of my knowledge and acknowledge'thar my 
‘+arfaAce apPiication may be denied or my warlance may be revoked if this application is found to be false. misleading. or incorrect in any material way. 
I have submwd and will submit all reoorts required by 21 CFR X02.10 and 1002.12 on the laser eautpment and showcsl. I further unaerstano !hat I 
may be required by regulation or by the Oirector, Center for Devices and Aadiologlcal Health. to s,upply such other information as may be necessq 10 
evaluate and act on this application. 
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